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DCLD Summary

uPeople 
uWorkload
uPerformance
uImplementation of Least Burdensome 

Program
uStrategic Plan



PeoplePeople

uNew Deputy Commissioner – Dr. Crawford
uSeasoned Chief Counsel – Dan Troy
uNew Associate Director Science - Norris 

Alderson
uSeasoned Center Director – Dr. Feigal
uNew Center Organization – Linda Kahan 

and Lillian Gill



PeoplePeople

u60 FTEs
uNew Genetics Hires
uNo Growth



PeoplePeople ---- ProgramsPrograms

uPremarket Review
uCLIA categorization
uPharmacogenomics working group
uBioterrorism initiatives
uTPLC initiative



510(k) Program

uHeart of workload
u650 submissions
uReview times average 65 days (target 90)



Decreasing Workload

uReplacement reagent policy
uASR policy
uClarification in modification policy
uBusiness environment



PMA Program

uVariable workload
uApproved approximately 6
uMeeting all review targets



Protocol Review (pre IDE) 
Program

uCurrently projected at 90/year
uHigh octane stuff
u60 day reviews
uMultiple interactions



CLIA Review Program

uActive – more than 2000 
determinations/year

uRemains program in evolution



FDAMAFDAMA

u Improved market access
uLeast burdensome pathways
uPremarket to postmarket balance
u Increased interaction with industry



Least BurdensomeLeast Burdensome

uAppropriate questions
uAppropriate thresholds
uNon-academic pursuits



Least BurdensomeLeast Burdensome

uMatter of law
uMatter of policy
uMatter of spirit



Least BurdensomeLeast Burdensome

uTwo Guidance Document
uSystems Approach – ensure appropriate 

process applied to use of regulatory tools
uReview Guidance



Least BurdensomeLeast Burdensome

uReview changes are profound
uParallel genetics initiative
uShift to data summaries
uShift to more focused labeling review
uShift to use of clinical literature
uShift to postmarket analysis



Strategic Plan -- Goals

uMission related
uTotal Product Life Cycle
uKnowledge Management



Total Product Life CycleTotal Product Life Cycle

uCradle to grave
uSeamless oversight



Intellectual AppealIntellectual Appeal

uPremarket review limitation
uOutdated law
uSnapshot approach
u Impact of scale-up
u Impact of wide-use



Intellectual AppealIntellectual Appeal

uPostmarket review strengths
uQuality system regulations
uRequire quality assessment
uRequire process controls
uRequire corrective actions
uUnrealized potential



Intellectual AppealIntellectual Appeal

uNeed for harmonization
u IVD directive 
u ISO labeling initiative
uGrowing regulatory program in Canada



TPLC IVD Pilot

u Ideal target
uStereotyped review issues
uCadre of like minded scientists
uEngaged communities interested in 

partnering



Goals

u Increased transparency
uExpedited technology transfer
uProvide support and improvements 

application of ASRs
u Improve surveillance and use of 

surveillance



Core MissionCore Mission

uPromote public health
uApply good science
uEvolving program
uRelevant, focused, safe and effective


